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Abbreviations

ASR = Annual Safety Report

AR = Assessment report

CT = Clinical Trial

CTA = Clinical Trial Application

CTIS = Clinical Trial information System
CTR= Clinical Trial Regulation

DLP=Data Lock Point

EMA =European Medicines Agency

GCP =Good Clinical Practice
IMPD=Investigational Medicinal Product Dossier
MSC = Member states concerned

OMS = Organisation Management System
RFI = Request for information

RMS = Reference member states

RSI= Reference Safety Information

SM = Substantial modification

SmPC= Summary of Product Characteristics
SAE=Serious Adverse Event

SAR=Serious Adverse Reaction
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Pictures used in the document are copied from EMA’s materials and are publicly available.
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1 Introduction

1.1 What is CTIS?
The Clinical Trials Regulation (Regulation (EU) No 536/2014) came into application on 31 January 2022 and

submission of clinical trials with medicinal products shall no longer be submitted directly to the Health
Authorities and Ethics Committees, but instead the submission is taking place via a Clinical Trial
Information System (CTIS). CTIS is the single entry point for submitting clinical trial information in the EU,
which is stored in the system. All communication including final decision from the authorities is received via
CTIS. With CTIS, sponsors can apply for clinical trial authorisation in multiple EU/EEA countries with a single
application.

CTIS is structured in two restricted and secured workspaces, only accessible to registered EMA account
users, and a website with open access to the general public:

e The sponsor workspace, accessible to commercial and non-commercial sponsors. It supports the
preparation, compilation and submission of clinical trial data for its assessment by Member States.

e The authority workspace, accessible to national competent authorities, ethics committees, the
European Commission, and the European Medicines Agency (EMA). It supports the activities of
Member States and the European Commission in assessing and overseeing clinical trials.

e The public website, accessible to patients, healthcare professionals, scientists, clinical research
associations, media, and members of the public. It supports the open access to clinical trials’ data in
the European Union, in line with the transparency goal set out in Regulation (EU) No 536/2014
(Clinical Trials Regulation, CTR).

aall
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32014R0536
https://www.ema.europa.eu/en/glossary/clinical-trial
https://euclinicaltrials.eu/ctis-for-sponsors/
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This guidance covers the process on how to start up, complete and maintain a clinical trial application (CTA)
in EU as a sponsor, using the trial-centric approach, as well as management of relevant notifications and
information throughout the life-cycle of clinical trials.

For more specific questions you are welcome to contact the Clinicaltrials at fimea.fi or EMA helpdesk or
Fimea’s webpage.

This guidance is based on and can be used as a supplement to the following CTIS training guides from EMA:

e Clinical Trials Information System (CTIS): online modular training programme | European Medicines
Agency (europa.eu)

e How to create a CTA — see module 10 — 8 videos
e Clinical Trial Information System (CTIS) — Sponsor Handbook

e How to access CTIS: Step by step guide to access CTIS
e European Medicine Agency (EMA) QUESTIONS & ANSWERS (see section 2, 3 and 5)

1.2 Sponsor is responsible for the application via sponsors workspace

The sponsor workspace provides clinical trial sponsors with functionalities for submission of CTA’s,
notifications and clinical trial results to Member states authorities and the public and management of
information throughout the life cycle of clinical trials.

1.3 What is needed to work in the CTIS? How to get started
If you already have an EMA account and the address of sponsor is registered in OMS — please go to
section 4 in this guideline.

In order to access the CTIS Sponsor workspace, a user will need to have an active EMA Account. If the user
already uses other EMA applications (e.g. Eudralink, SPOR, IRIS, EudraVigilance, OMS or the EU Clinical
Trials Database), the user already has an EMA Account and could access the CTIS Sponsor workspace using
his/her existing EMA Account credentials. If the user does not have an active EMA Account, (s)he needs to
create one, by self-registration. In addition, organisations must be registered in EMA’s Organisation
Management System (OMS).

Only if you do not

have an EMA
1. Register for an EMA account account or your
organisation is not
2. Register your organisation in OMS registered in OMS
already

3. Register your sponsor administrators
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https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/en/documents/other/step-step-guide-user-administration-ctis-training-programme-module-19_en.pdf
https://ec.europa.eu/health/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en

2 How to create a new EMA Account

Go to EMA’s Account Management portal

G @ hups//register.ema europa ew/identit s = @ (s e 8
°Accoun( Management # Welcome Page | Signin
Welcome to EMA Account | self & access
About EMA Account Management
EMA Account Management is the European Medicines Agency’s (EMA) secure online platform where you can request and manage access to EMA applications.

You can use the EMA Account Management portal to:

& Create an EMA account (Self-Register)

& Create an EMA account (Self-Register

To be able to access EMA applications such as SPOR. IRIS and EudraVigilance you need to have an EMA Account. You can create a new account by completing the
in case your email i already in use, retrieve your username here. Wait for the confirmation e-mail before accessing other EMA

Self-service Registration form.[ ™

create an account only

personal e-mail address must be used €. nome sumame@domain.com.

1f you h to any of the have an active EMA account:

SPOR. Eudralink, EudraCT Secure, Service Desk portal, European Union telematics controlled terms (EUTCT), Meeting Management System (MMS), Managing
Meeting Document system (MMD), EudraVigilance data analysis system (EVDAS), EudraPortal, European Union Good Manufacturing and Distribution Practices
database (EudraGMOP), Paediatrics Records Application (PedRA), Siamed Business Intelligence dashboard (81 DASHBOARD), Corporate GxP database
(CorpGXP), European Pharmacovigilance Issues Tracking Tool (EPITT) or Periodiic Safety Update Repository (PSUR repository)

If you require an EudraLink account, you can request it via the EMA Service Desk after you have created an EMA account
Access to SPOR as an unafiliated user (not linked to an wil be granted on self-regi 10 EMA Account toallow
requesting the creation of an organisation in OMS.

To find out more about how to Create an EMA Account reference the guidance *Create an EMA A

Fimea

Click on “Create an EMA account (Self Register)” and open the ”Self-service Registration form”.

Complete the ”Self-service Registration Form” with the relevant information. Fields marked with red

asterisks (*) are mandatory. Password is case sensitive and must be at least 8 characters long and contain 4

different character types. Now you can download and read the EMA Privacy Statement.

Tick the "User Agreement" checkbox and then click on the "l agree" button.

7. How long does EMA keep personal data?

Your ¢ d Inactivity on EMA systems (l.e. If you do not use your account on any of the systems). You will

8. Recourse

ave any g

1 think that the e Is acy Statement or the general EMA Privacy Statement
please contact the Data Controller at DEDdataprotection@ema.europa.eu or the EMA Data Protection Officer at
dataprotection@ema.europa,eu
You also have the right to lodge a complaint with the European Data Protection Supervisor (EDPS) at any time at the following

mail: edps@edps.europa.eu
www.edps.europa.eu
ontact information: www.edps.europa.eu/sbout-edps/contact_en

Download the EMA Privacy Statement for the EMA Account Management System
ema.europ:

1 this statement here

ufen/documents/other/european-medicines-agencys-privacy-statement-ema-account-management-system_en.pdf

User Agreement

By submitting the

ation form, 1 declare that | have read and understood the privacy statement, and that 1 consent to the processing
in the ¢

¥ statement
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Set up “Security Questions”, answer the captcha (Completely Automated Public Turing test to tell
Computers and Humans Apart) question and click the “Next” button. A ”Self-service Registration
Confirmation Form” will appear:

EMA - Self-service Registration Confirmation Form

Your EMA Account EMA Registration - One-time Token

Dear Name,

Your Details

Thank you for your EMA Registration request. Please enter the following token value in the appropriate field when prompted. Note, once
again,

Your one-time token val

e L make this request, please contact EMA via the Service Desk Portal with Token Request not requested’ as the email title sta
Eters please contact +31 (0] 88781 7523,

Thank you.

European Medicines Agency
Domenico Scarlattilaan 6
1083 HS Amsterdam

The Netherlands

One-time Token

afirm Token *

Complete the one-time Token received by mail and click Confirm. An automatic notification will be sent to
the email address that you provided to confirm your account registration. It is recommended to save this
confirmation-email.

It may take up to 30 minutes before the access is granted.

3 User access, roles and responsibilities in CTIS — Trial-centric approach

There are two general approaches to user management in CTIS: The organisation-centric approach and
the trial-centric approach.

The focus of this guide is the trial-centric approach.

Trial-centric approach - Is intended to serve the needs of small organisations and specifically academic
sponsors, which may initiate trials on an ad hoc basis. It allows for the management of a smaller number of
users and one or very limited numbers of clinical trials. This approach allows a faster process (no need for
registration of a high-level sponsor administrator) when submitting a first initial, and subsequent
application. Further allocation of other CT Administrator (CT Admin) roles or business roles is assigned to
users at the clinical trial level. The CT Admin can manage users only for the particular trial(s) of his/her
concern and can perform all sponsor business activities in CTIS related only to the particular trial.

3.1 How to check for registration of the sponsor organisation in OMS
You can search The Organisation Management System (OMS) without an EMA account.
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EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Substances l Products [ Organisations

SPOR Home Organisations Documents

O Organisation Management ServicesT{®

Click here

OMS provides a central dictionary of organisation data in multiple languages. This covers:

* Organisation names;
* location address details;
* communication detalls such as emall address and telephone number per location.

OMS supports the continuous exchange of data between Information systems across the European medicines regulatory network and across the pharmaceutical industry.
OMS provides users with the following organisation data management services:

o view, search, export organisation data and change request data;
* reguest registration of a new organisation or update existing organisation data;
* access to muiti-lingual organisation data.

Data management and data quality processes drive the SPOR data management services to ensure that the highest quality of data is available to support EU regulatory
processes,

Each organisation (University Hospital, Hospital or University) has one Organisation ID, but can have several
location ID’s. Be sure you choose the right address for the specific organisation.

The sponsor details from OMS must first be added when you have logged into the CTIS database, please
refer to section 4.2 in this guideline.

3.2 Access to CTIS
When “EMA account Sponsor User” log into the system and initiates a new CTA in CTIS, the system will

automatically check if a high-level sponsor administrator has been appointed for the sponsor organisation
selected.

Sponsor User

If that is not the case, the user will be able to proceed becoming the clinical trial administrator (CT Admin)
for that particular trial and can then assign other roles in the particular trial to other users also holding an
EMA account.

Video on this topic in EMA training module 7:

How to request roles and how to assign roles to register users in CTIS
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https://euclinicaltrials.eu/ctis-for-sponsors
https://www.youtube.com/watch?v=CBLVMFC4JeA

3.3 Considerations of which roles to assign to users within the organisation

For consideration of which roles to assign in CTIS the document CTIS User Personas can be used. On pages

6-8 this guide describe typical tasks each person in an academic institution, a hospital department or a
clinical trial unit may complete in CTIS and the possible user roles they could be assigned.

The CT Administrator role is as mentioned assigned automatically to the person that initiates a new CTA,
but it is recommended that at least one back up CT Admin is assigned as well. Users can also be given one
of the business roles; Viewer, Preparer or Submitter.

Viewer role:
o Allows user to view structured data, documents, and includes download of document.
Preparer role (the Preparers also have Viewers permissions):

e Create permission: allows the user to edit, upload documents, save, update saved drafts. It also
allows users to copy from an existing CTA to create a new one.

e Delete permission: delete refers only to eliminate/cancel draft items.
Submitter role (the Submitters also have the Viewers and Preparers permissions):

e Submit permission: allows the user to submit data/documents from their respective workspace to
CTIS

e Update permission: allows updating submitted information

e  Withdraw permission: refers to the withdrawal of submitted items

3.4 How to assign business role to users within the organisation
After a new CTA is created (See section 4.1), the CT Admin can assign business roles for that specific trial

1. After the CT Admin is approved, users can log in to CTIS and click the User administration tab.

Info box:
For more detailed information please refer to Module19 - Step-by-step guide -

User access management and user administration (europa.eu)
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Clil‘lical trials vater | O | env

Clinical trials  Notices & alerts @ RFI | User administration

2. Click on the ‘Assign new role’ button.

Administration of users

R TD nr 1ee | sea m Advanced search «

Search Results

Showing 1 - 1 of 1 items 1 of 1 pages 1

3. Fill in the information about the business role to be assigned to users within the organisation and click on
the ‘Assign’ button.

Assign role(s)

User Id: EU CT number
Organisation name: Organisation Id:
Test organisation A ORG-100013346
Role Scope
Select from list b Select from list v
Autherised date
B 8
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1. Users can instead choose to request a role. This is done by log in to CTIS and click the username button at

3.5 How to request a role

the top-right corner of the CTIS start page.

2. Click on the ‘My roles’ button.

Clinical trials

User administration

RFI

Clinical trials  Notices & alerts @@

Personal profile

Logout
3. Click on the ‘Request role’ button.
My roles
TIDo F or use advanced search m Advanced search ~
Search Results
Showing 1 - 1 of 1 items 1 of 1 pages 1
Sortby: 1% Creation Dat Vv Request role

4. Populate the information from the pop-up window and click the ‘Request’ button.
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5. Once users request a role, the CT admin clicks the checkbox next to the role and clicks on the ‘Approve’
or ‘Reject’ buttons. Role requests will appear in the User administration tab. No notice or alert will be
generated. Therefore, CT administrators are encouraged to check the User administration tab regularly.

Administration of users

SEARCH Advanced search ~

Search Results

Showing 1 - 2 of 2 items

Sortby: 1% Creation Date

“ unisys_k4 test12@test.com Role: Creation date: l\si‘e;:::em a‘nAdp\pRrgYe, ; rised to:
EU CT Number: 2021 780-21 ASR Submitter 19/07/2021 JeCt
Scope:  Specific trial bUttOﬂS.
Employer: CT7CS-8465

Organisation name: Test organisation

Organisation Id: )RG-100002154

When a role is assigned, users must log out and log in again, in order to have the role assigned to them in

the system.

4 How to Create, Submit and Withdraw an initial Clinical Trial
Application (CTA)

Transitio:

In accordance with the Directive clinical trials with at least one active site after 30 January 2025 must be
transferred as a transitional trial to the CTIS portal in accordance with the EU Regulation. If there are no
active sites in Finland in the clinical trial, no transfer will be needed for Finland.

More information on transition can be found on Fimea’s webside, and more detailed instructions.

Fimean sivuilta |0ytyy tietoa transitiotutkimuksista ja tarkempi ohje.
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4.1 Application dossier for the initial application
Link to the CTIS database: https://euclinicaltrials.eu/ctis-for-sponsors

The Clinical Trial Application dossier is contained in Annex | of the EU Regulation.

Templates for some of the documents can be found in Eudralex Volume 10.

Please avoid any kind of signatures, both digital and wet ink signatures, in all documents, as they can be
copied, when the documents are made public. You may send a public and non-public version at the same
time.

Be aware not to include personal information (e.g. private addresses and telephone numbers) in
investigators CV.

Info box:
Language requirements for Part | documents can be found in Section 2 in EMAs
Q&A (updated April 2022). Documents can be in Finnish, Swedish or English for
trials running only in Finland.

The asterisk * in CTIS indicates mandatory fields to be filled in and/or mandatory upload of documents.
Some separate documents (e.g. recruitment arrangements) must be uploaded even though the same text is
already mentioned in other documents e.g. the protocol.

Template for the the document “Proof that data will be processed in compliance with EU law on data
protection (GDPR)” can be found in Volume 10.

On Fimea's website, you can find information on the instructiotrns for trilas in accordance with the
regulation.

Fimean sivuilta 16ytyy lisatietoa asetuksen mukaisiin kaytantoihin
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https://euclinicaltrials.eu/ctis-for-sponsors
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0536&from=EN
https://ec.europa.eu/health/documents/eudralex/vol-10_en#fragment1
https://health.ec.europa.eu/document/download/8818971e-a8b5-48af-a648-9468612c0a4c_en?filename=compliance_reg2016_679_template_en.docx
https://fimea.fi/en/supervision/clinical_drug_trials/trials-under-the-eu-regulation
https://fimea.fi/valvonta/kliiniset_laaketutkimukset/eu-asetuksen-mukaiset-tutkimukset
https://ec.europa.eu/health/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en
https://ec.europa.eu/health/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en
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Part | Part Il
» Cover letter » Recruitment arrangements (template in
Volume 10)

» EU Application form (data entered directly in
CTIS) » Subject information and informed consent
form, National Committee on Medical

> Protocol and protocol synopsis (synopsis can Sresaie i bies A e e tem sl

be part of protocol or separate document)
» Investigator suitability and CV (template in

> Investigators Brochure (1B)/SmPC Volume 10)

» IMPD quality, safety and efficacy/ Simplified >
IMPD with reference to the valid SmPC

Suitability of the facilities (template in

Volume 10)
> Content of labelling of IMPs » Proof of insurance cover or indemnification
> Proof of payment of fee (invoicing details or » Financial and other arrangements, Tukija’s

a request for exemption from payment, template

laskutettavan tiedot tai

maksuvapausanomus) » Proof that data will be processed in
compliance with EU law on data protection
(GDPR)
Info box:

When uploading documents in CTIS be aware not to use date and version in the
file name on your documents as this will be transferred to the “Title field” in
CTIS and that “Title” will be the same during the entire life cycle of the clinical
trial even if there comes substantial modification updates. Otherwise you can
rename your documents in CTIS after upload.

4.2 Fill in the trial title and sponsor organisation in CTIS

Info box:
CTIS should be completed in English. Remember to click Save on the top of the

page.
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https://fimea.fi/documents/147152901/159459758/Customer+register+data+update_eng.doc/95578f69-7fd4-0626-889c-63c7a3ee05a3?t=1649330744195
https://fimea.fi/documents/147152901/159465704/Asiakasrekisterin+p%C3%A4ivityslomake_fin.doc/b33291a0-1c19-4930-96b5-6ff79fc88ada?t=1649330158333
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en
https://www.tukija.fi/hakemuksen-toimittaminen/laaketutkimusasetus
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en
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https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en
https://www.tukija.fi/web/tukija-englanti/submission-of-application/clinical-trials-applications-in-accordance-with-the-eu-regulation
https://www.tukija.fi/web/tukija-englanti/submission-of-application/clinical-trials-applications-in-accordance-with-the-eu-regulation
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When you are logged in to the CTIS, click on the tab “New Trial”:

Clinical trials uarcr | a|m

Clinical Trials

Trial Advanced Search =

Application Advanced search ~

Type the full title of the trial.

Click on the “Search organisation” to search for the sponsor which must be registered in the Organisation
Management System (OMS) before the CTA is created. Be sure you choose the right address for the specific
organisation. This can be the address of the hospital, university etc., where sponsor is located.

If the specific address of sponsor location, is not registered in OMS, then you must choose the overall
address of the hospital/university.

Create new trial

Full tishe (English)

Search organisation

rame | stares with ~|  u starts with v

D Name Address Clty posiCode
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ull tile (Enghsh)*

Clinical Tnal for the CTIS Training Programme

Search organisation

Name contains v

g 2 starts with v City starts with v Country

Test Organisation All v
e —
10 Name Address Chty postCode country phone email
ORG- 1AM Test identitylaan  Amsterdam 1071LT  Nethertands
100023062 Organisation 122
ORG- Test Test Antarctica
100023032 organisation employer
address
ORG- Test 960 Great  London United
100022987 Organisation West Road Kingdom
1 Address line
2,A0dress
line
3,Address
line 4
® ORG- Test Berlinstrasse  Berlin 1045GA Germany 004952255564645 sponsor] @t
100023057 Organisation 12
Demo
) ORG- a5t Berlinstrasse Berhn 1010G8 Germany 004952255564645  sponsor@er
1000230¢ rganisation 12
emol
B — S — e ————— .
« 1 »
1-5 ofS

When the two fields are filled in, click on the create button and the draft of the CTA will be created.

On the following picture on the top right side there are four buttons:

i e

Check: Identifies the mandatory fields in the sections which have not been filled in.

Save: Save the data which have been filled in up to that moment.

Cancel: To cancel your application. This can only be done while your trial is on “draft” mode.
Submit: Submit the application when all information is entered and it is completely ready.

The lock button needs to be locked to enter data. Remember to unlock after
uploading data in each section. Save the data before going to the next section.

Info box:

The four different sections of the application which needs to be filled in with data and documents are:

Form, MSCs, Part | and Part .
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Form Form details %
MSCs

Part I Initial Application details B
Part I1

Cover letter =
valuation

Timetable
Cover letter *

Deferral publication dates

Publish dates of trial information

Short title / Trial category *

Justification for trial category / Trial category *

Info box:
The "Check” button can as well be used to validate for missing sections at all
times during completion.

The asterisk * in CTIS indicates mandatory fields to be filled in and/or
mandatory upload of documents.

See also check list of required fields/documents:
List of required fields per CTA (europa.eu).

4.3 Fill in the Form and Member states concerned (MSCs) section

Video on this topic in EMA training module 10:

Training video: Fill in the Form and the MSC sections
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https://www.youtube.com/watch?v=1du3VUq4K5g
https://www.ema.europa.eu/en/documents/other/checklist-required-fields-application-type-ctis-training-programme-module-10_en.pdf

s

L. =]
Part 1 Initial Agusde atren detashs "
Part 11
«orver betver v
Evaluation

Temetable

e

Orterral proble af son dates

Pulsbnd dotos of sl wed el ms

St Wtk Trkad ¢ gy *

et stian for trisl categery [ Trial Cotogery *

Form: Add the cover letter and category of the trial. To select the trial category you must use the drop
down menu. The category can be from 1- 3.

Category 1: Pharmaceutical development clinical trials.
Category 2: Therapeutic exploratory and confirmatory trials.
Category 3: Therapeutic use clinical trials.

Thereafter you need to add the “justification for the trial category”.

Info box:

The protocol will automatically be accessible in the public workspace after the
authorisation. In case of sensitive information in the protocol according to
GDPR, it is also possible to upleoad a second edition of the protocol not for

publication.

Category 1 clinical trials
(pharmaceutical

Category 2 clinical trials
(therapeutic exploratory and

Category 3 clinical trials
(therapeutic use clinical

development clinical trials):

confirmatory clinical trials):

trials)

- Protocol

- Investigator’s
brochure

- Responses
from sponsor
in relation to
any aspect of
the trial

Sponsor may opt to
defer this up to the time
of MA using this trial or
up to 7 years after the
end of the trial
whichever is earlier.

Sponsor may opt to
defer this up to the time
of MA using this trial or
up to S years after the
end of the trial
whichever is earlier.

Time of decision on the
trial. Sponsor may opt
to up to the time when
the summary of results
is made public usually
12 months after the
end of the trial in the
EU.
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Revised CTIS transparency rules were adopted on 5.10.2023, main differences: publication focused on
keydocuments of interest, removal of deferral functionality, documents are published earlier in time, use of
redaction as the method to protect commercially confidential information and protection of personal data,
if included in those key documents.

Documents can be put into the CTIS program either as for publication-versions or not for publication-
versions by adding the not for publication version via plus:

Part I Clinical trial protocol

Part II Protocol *

Evaluation & Add document

Timetable .
testiin!. s K @ ©

English - Protocal (for publication) - System version 1,00
- Version 1 - 11/01/2024

testin & 4 W O

English - Protocol (not for publication) - System version 1.00
- Version 1 - 11/01/2024

MSCs: Member states concerned. Add the countries (member states) where the trial application should be
submitted. Add the number of subjects that are expected to participate in each country. If there are more
than one country participating in the trial, you can suggest a country as RMS (reference member state)
which is the country that are responsible for the overall scientific assessment.

4.4 Fill in the Part | section
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Videos on this topic in EMA training module 10:

Training video: Fill in the Part | section

Training video: Fill in the trial details of Part | section

Training video: Fill in the Sponsor details of Part | section

Training video: Fill in the Product details of Part | section

Part I: This section contains information mainly to be assessed by the Medicines Health Authorities in each
country.
Trial details

Medical condition, trial objective, inclusion- and exclusion criteria, end points, trial duration, population of
trial subjects and upload of protocol. Model for the protocol can be found in Fimea’s webpage.

Chmical trials Notices & slerts L2 s adbenvinests at son
) I =

Form Trial specific information (Part 1)
MSCs
Trial detais
-
Part 11 Triad adentifiers > ~

Evaluation
Trial information >

Timetable
Protex ol information

SOentific advice and Paedatric Investigation Plan (PIP)
Associated chmical trials

References

Countries outsde the [wopean [conomuc Area

Spesons a

Mo Owganisals lyge Cowntry  Type Satus  Legel regresestalive SCmatif (ontact peint Pl contact paiet  Thivd parties

test Orgarsaton Deme  Marmacodes compary  OGermany  Comercal  Adwwe

For the main objective you can choose several “trial scopes” that are relevant for the trial.

Sponsor details
Includes sponsor information which was added when the application was first created.

All these contacts must also be registered in OMS.

The first contact point for union must be added. This person will be the contact point for sponsor.
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https://fimea.fi/documents/147152901/159470005/Clinical+Trial+Protocol+contents+2022+(1).docx/2b0bf8d5-a277-3f94-9b70-cf681ec8aac1?t=1666005622441
https://www.youtube.com/watch?v=piRl9ZGTe-Y
https://www.youtube.com/watch?v=q2Qn6p9VnXs
https://www.youtube.com/watch?v=4HtR_Xtn7pc&t=55s
https://www.youtube.com/watch?v=e-JTvFoBlCs

MSCs
svomer
Part II
Evaluation
Name Organisation type

Timetable

Test

Contact point for union*

Organisation name

Address line 1*

Cerfnatrasse 12

Address line 3

Town/City*

Certir
Country*
Gerrmary -

Contact

& -

Clinical trials  Notices & alerts @8 RFI

© Messe wite Ut Gots 90 Secuments srovited 1 the BU Dutabase ire sdfect 1 pul

e

Part II
Evaluation

Timetable Contact point for union*

Organisation name
Test Orparssat
Addross line 1*

Address line )

Town/City*

User administration

Organisation type

st anaat Frarraceut o

Legal Scientific contact ™

Country  Type

Status  representative posnt point parties

Legal Scientific contact Public contact Third
Country  Type Status  representative point point parties Actions
Act
Address line 2
Address hine 4
Post code
1043GA
Functional contact point name
e
! po Coer ' Raputation (FU) 534/201 e

Thied

"

Actions

Adddress hine J
[N

Address line ¢

Post code

Comntry* Fanctional contact pomt name
Germany -
Contact
First name * Last name *
| Phone * Comail * !
—— =

Click on the sponsor line and add:

o the legal representative (an EU contact that only need to be added if sponsor is located outside

EV),

e scientific contact point and public contact point (must be added for all trials and can be the same
person) — in academic/non-commercial trials this person will often be the sponsor contact point

(the contact point for union).

e third party (only if tasks or functions in the trial have been delegated to third parties). This is e.g.
monitoring (the GCP unit) or laboratory facilities. All third parties must be registered in OMS.
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Product details
Information on the medicinal products used in the trial must be added. If the products have a marketing

authorisation you need to click on “Add”. Select the role (e.g. test/comparator) of the product. It is
mandatory to have at least one test product (investigational medicinal product (IMP)) in the application.

Non authorised medicinal products must now be registered to the Extended Eudravigilance Medicinal
Product Dictionary (XEVMPD) if this is not already done.

EMA’s handbook item 6 tells how to enter not authorised product into the XEVMPD system.

': i ~
"o Serting + Add B Register

Test

Comparator

Auxiliary
Placebo

The reference safety information (RSI) which can be either the Investigators Brochure (IB) or the SmPC
must also be uploaded. The labelling must also be uploaded.

If you scroll down in the end you see all the uploaded documents for Part I.

4.5 Fill in the Part Il section

Video on this topic in EMA training module 10:

Training video: Fill in the Part Il section

Part II: Individual information for each country, mainly to be assessed by the Ethics Committees in each
country. Local documents from each country needs to be uploaded.
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Finnish EC requirements: Local documents from each country needs to be uploaded.
Tukijan sivulta |6ytyvat ohjeet paikallisesti toimitettaviin asiakirjoihin.

Clinical trials  Notices & alerts @ RFI  User administration

@ Please note that data and documents provided in the EU Database are subject to publication rules (Including the protection of personal data and commerdally confidential information), as per Regulation (EU) 536/2014, Article B1(4

T
Part I

PartII
= Site
k Organisation Organisation Site street post Site First  Last
1D name Site location  address Site city code bcoumry Title name name Department Phone Email Actions
Timetable Universitat 41, Wilten 41 i
nnsbruck
Documents
Recruitment Arrangements >
Subject information and informed consent form >
ility of the i i >
Suitability of the facilities >
Proof of insurance cover or indemnification >
Fi ial and other arrang >
[ with national requii on Data Protecti >
Compliance with use of Biological samples !
All documents >

Documents listed and uploaded in chronological order is recommended in the section “All documents”.
Trial sites must be added: Name and address of trial sites and primary investigators at the trial sites.

Be aware not to include personal information (e.g. personal ID numbers, private addresses and telephone
numbers) in investigators CV for public.

The name and address of the university/hospital organisation must be registered in OMS before you can
search and add the organisation to the application form. If the organisation is not already part of the OMS
system, the organisation must be added to OMS (see section 3.1). This must be done by sponsor or the
organisation itself.
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https://tukija.fi/documents/1481661/0/Osan+II+hakemusasiakirjat+Suomi_p%C3%A4ivitetty_13062023_puhdasv.pdf/62907d28-eef5-4520-7962-5feeedbe50da/Osan+II+hakemusasiakirjat+Suomi_p%C3%A4ivitetty_13062023_puhdasv.pdf?t=1693399394419

Fimea

Select trial site

Search crganisation

| [ FREEY - | o VT AP - . VIS et -

O Moyt .h

Moacrre Oy posiCade cowntry phone

D OG- Oegatmert of It 000 Lt
1000070  Neches Medomen

MU Iarstruch

Mel@ o e Schopttrame

ILvowersd o el b 41 Wi

When the organisation is found via the search function, the details of the investigators must be added (first
and last name, department, email address, phone).

Supporting documents: Upload documents in each separate section or upload all the documents in the
section “All documents” and specify in the document title what the document contains.
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Click on the “Save” button to save all uploaded documents and click on the “Check” to see if any
documents or information are missing. The green message shows when the application is valid.

P - «" Apolication is valid! x
Clinical trials ]

Clinical trials  Notices & alerts (@ RFI  User administration
@ Fiease note thar aata and dacuments pravided in the EU Database are subject o publieation ruiss (including the protaction of parsanal 4ata and commarcially confidential information), as par Reguiation (EU) 536/2014, Amticia B1(4).
Clinical Trial for the CTIS Tralning Programme 2020 so1s43-12-00/ Initial w: v [CIET
Country specific details (Part II - DE)
Form
MsSCs Trial sites >
Part1
Part I | Documents
- AT

- DE | Recruitment Arrangements v

ar *r

Timetable

@ 2_1_Part2_Recruitment_Arrangement & # B @ ©
(feor - System version 1

‘ English -
* Version 1 - 10/12/2020
Remember to upload the Part Il information relevant for each country. Part | is always included by default

in the submission for all countries.

Submit confirmation

Part 1

Part Il Austnia

Part Il Germany

4.6 How to submit an additional member states concerned (MSC) application (add a new country)

Video on this topic in EMA training module 10:

Training Video: How to submit an additional MSC application in the CTIS
Sponsor workspace
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To add a new member state (MSC) to an already approved application. In the page of the authorised clinical
trial click on the “create” button and choose “Additional MSC”.

Chnical trinls Notices & alerts B Annual safety reporting Rr: User adrmunists abbon

Trial title Webinar 21 09 2020

RN s | \

TRIAL INFORMATION

et Mammbrr v slen < e rrved

Trial phase eraseunC engiern e S
ontic o  cmdbmsene

Thev apesatin srva 3
(om i orveninm sy

pac -
dical device Pepviationtype = Heamr SECTR IS

In the next pop-up window you can select one or several MSCs to add on the same time and specify for
each country the number of subjects. Each application will be assessed individually by the country that has

received the new application.
In the Form section a new cover letter must be uploaded for each added MSC.

In the Part | section you can provide translations if required by the new MSC. If you need to upload
translations for documents you can choose the document type on a list and thereafter upload the new

document and add the language.

MSCs

Partl

Eligibilty criteria

Part 1

Evaluation Principal inclusion criteria *
o

"ew 10 Princpad ihovion critera (I nglnk Primcipal inchesien criteris (Lasguspes
Timetable . v tnginh) - . (Languages)

Proscipal enchusmn criteris (| amgueges

In the Part Il you can add the site details for the new MSC.

4.7 Withdrawal of an application
After opening the initial trial application which is under evaluation, select the “withdraw” button. A

justification for the withdrawal should be provided.
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CT far training test 021 : Initial wo: m
-

5 Validation, Request for Further Information (RFl) and Authorisation

5.1 How to access and view a request for further information (RFI)

Videos on this topic in EMA training module 11:

Training Video: How to access and view a request for further information
(RF1) in CTIS (Sponsors)

RFI: Questions from authorities to sponsor.

In the sponsors workspace you will be able to see incoming RFls in the “Notices and alerts” tab.

Clinical trials | Notices & alerts @ RFI User administration

a

Notices & alerts ()

Showing 1 - 8 of 8 items 1 of 1 pages 1

Sort by: 13 Received

nNewi @ Al ©

RFI sent to sponsor Source Evaluation
 Atert ] Ref number s Received mp RMS Sponsor
. o . Paracetamol Test Organisation
2021-500027-47-00  Initial Validati 03/02/2021 Austri
An RFI has been sent by Austria for the Initial application, Validation . " o 3/02¢ Tablets l Demo

[EZZ] RFI sent to sponsor Ref number Evaluation  poceived e Sponsor

An RFL has been sent by Austria for the Initial application, Validation - e

You can access the RFI by clicking on each of the alerts. They can also be accessed from the RFI tab next the
“Notices and alerts” tab.

Click on the RFI and you will be redirected to the “Evaluation” section where the Request for further
information (RFl) is shown.
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Clinical trials  Notices & alerts @  RFI  User administration

@ Please note that data and documents provided in the EU Database are subject to publication rules, which take into account the need to protect personal data and commercially confidential information. Once available, a redacted version of the documents.
will be made publicly available in accordance with these rules.

CTIS Training Programme test CT for Demo 0027-4 Initial «

Fore Evaluation
MsCs Validation
PartI
Part II RF1I @ v
Expand all v
Timetable REI-CT-2021-500027-47-00-IN-001 | &
'sc Austria Submission date: 03/02/2021 Due date: 15/02/2021
“Reason Incomplete

No changes have boen made to the application,

‘Supporting documentation
MS:

When you have clicked on the lock button you can see the documents that the authorities have attached to
the RFI. The RFI can be related to “quality” or “non quality”.

Clinical trials  Notices & alerts @ RFI  User administration

© Please note that data and documents provided in the EU Database are subject to publication rules, which take into account the need to protect personal data and commercially confidential information. Once available, a redacted version of the document
will be made publicly available in accordance with these rules.

MSCs
Expand all v
PartI
Part IT RFI-CT-2021-500027-47-00-IN-001 b
Timetable n MSC: Austria Submission date: 03/02/2021 Due date: 15/02/2021

Reason Incomplete [,}

Supporting documentation
s

Quality

B
RFI_Submission_Quality &

English - Supporting document from MS - Quality - System version 1.00
submission date 03/02/2021
Version 1 - 03/02/2021

Non-Quality

RFI_Submission_nonQuality &

English - Supporting document from MS - Non Quality (for publication) - System version 1.00
submission date 03/02/2021
Version 1 - 03/02/2021

Sponsor:

General documentation

Quality related documentation E E

& Add document

1

In the “Add document” tab you can upload supporting documentation. If the RFl requires, you can click on
the “Change application” and then change information which is previously uploaded or entered for the
CTA.
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5.2 How to change a Clinical Trial Application as part of a RFl response (Sponsors)

Videos on this topic in EMA training module 11:

Training Video: How to change a Clinical Trial Application as part of an RFI
response (Sponsors)

If the RFI requires changes to the application you must click on the change application button. Then a new
version of the application has been drafted. Each RFI must be answered separately. You can make changes

in the sections Form, Part | and Part Il.

Clinical trials  Notices & alerts @ RFI  User administration

Please note that data and documents provided in the EU Database are subject to publication rules, which take into account the need to protect personal data and commercially confidential information. Once available, a redacted version of the documents
will be made publicly available in accordance with these rules.

MSCs
PartI * E
Part IT *
Evaluation Consideration number RFI-CT-2021-500027-47-00-IN-004-01  Application section parts Part I - Non-clinica Application section and document Protocol
Timetable Consideration Austria - Part I Assessment conside: 3

onsideration nr3

Sponsor response Response Austria - Part I Asses:

Documents related to the response

D
ResponseRFI1 &

English - Supporting d
submission date
Version 1 - 05/02/2

mentation for Consideration (for publication) - System version 1.00

o] N

Consideration number RFI-CT-2021-500027-47-00-IN-004-02  Application section parts Part I - Non-clinical Application section and document Cdver letter

Consideration Germany - Part | Assessment consideration nrS

RFI 2 [ ==
Response to Austria - Part | Assessment consideration nrs| J

Documents related to the response -
i O Add documr A ]

[ Save response

If there are RFIs from different countries it is necessary to make a draft application for each RFIl. There can
for example be one RFI for Part | and one RFI for Part Il from each member state.
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© Please note that data and documents provided in the EU Database are subject to publication rules, which take into account the need to protect personal data and commercially confidential information. Once available, a redacted version of the documents
will be made publicly available in accordance with these rules.

MSCs
PartI
Part 11

Evaluation

Timetable

Assessment Part IT
AT
RFI @
Conclusion
DE
RFI @

Assessment Part [

Draft
RFI © Assessment Part |
Conclusion

Intended Disagreements

Draft 2 for Assessment
Part Il - Austria

Draft 3 for Assessment
Part Il - Germany

Conclusion

Decision

Part I Disagreements

Clinical trials  Notices & alerts @ RFI User admin

© Please note that data and documents provided in the EU Database are subject to publication rules, which take into account the need to protect personal data and commercially confidential information. Once available, a redacted version of the documents
will be made publicly available in accordance with these rules.

MSCs
Part I

Part II
Evaluation
Timetable

Protocol information

Clinical trial protocol

Protocol *

0_Part1_CT_Protocol & [+]
English - Pr (for publication) - System version 2.00
submission date 05/02/2

Version 2 - 02/02/2¢

Comment new

0_Part1_CT_Protocol &

Version 1 - 02/02/2021 - English P:a!:%(lov publication) - System version 1.00

n of the document - RFI change

Synopsis of the protocol

Data safety monitoring committee charter

Study design

Study design

Period details

New ID Title Description Allocation method Blinding used Roles blinded Blinding implementation details

O Add document
N
+Add period

Arm details Actions

Remember to unlock each section when you are done answering the RFl and uploading new documents.

5.3 How to respond to RFI considerations and submit an RFl response

Videos on this topic in EMA training module 11:

Training Video: How to respond to RFI considerations and submit an RFI

response (Sponsors)

Sponsor must reply to each of the RFl received from the authorities. You can upload a response document
that describes the changes to the application.
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Please note that data and documents provided in the EU Database are subject to publication rules, which take into account the need to protect personal data and commercially confidential information. Once available, a redacted version of the documents
will be made publicly available in accordance with these rules.

MSCs
PartI *
Assessment Part T

Part IT *
RFIL @ ~
Timetable Expand all v
RFI-CT-2021-500027-47-00-IN-003 >
RFI-CT-2021-500027-47-00-IN-004 b

& Discard changes
s%(ria Submission date: 03/02/2021 Due date: 15/02/2021

Includes spplication changes
Changes to the apglication =

& Add document

No document has been uploaded
Supperting documentation
Hs:

Quality

No document available

Non-Quality

No document available
- A

i —a

Below the RFI, there can be considerations which also must be answered. You can respond separately to
each consideration.

MSCs
Partl * E
N Part II *
° Consideration number RFI-CT-2021-500027-47-00-IN-004-01  Application section parts Part I - Non-clinical Application section and document Protocol
Timetable Consideration Austria - Part I Assessment consideration ne3

Sponsor response Response Austria - Part 1 Assessment consideration nr3 ( :O n S I d e ratlo n 1

Documents related to the response

D
ResponseRFI1 &

English - Supporting documentation for Consideration (for publication) - System version 1.00
submission date 05/02/2021
Version 1+ 05/02/2021

Consideration number RFI-CT-2021-500027-47-00-IN-004-02  Application section parts Part I - Non-clinical Application section and document Cover letter

Consideration Germany - Part 1 Assessment consideration nrsS

P Consideration 2

[ Response to Austria - Part 1 Assessment consideration nrS|
“J

Documents related to the response

I & Add documr A

The “Submit response” button will be active when the changes have been saved on “save response”.
Please check that the top lock is locked and the other locks are open, then the “submit response” button is
available in the bottom of the page. It is advisable to include the track changes document if there are many
changes (in protocol, ICF etc.)
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In the timetable tab on the left side of the page in CTIS it shows the dates for the assessment schedule.

MSCs
PartI l

Part II

Evaluation

Timetable

~ Application submission |
~ validation
~ Conclusion (@ Submit validatior
~ Part I
~ RFI
~ Submit RFI
~ submit RFI 1
~ Submit response ta RFI
~ Submit response to RFI 1
~ Conclusion
~ Part II
~ Poland
~ Conclusion
~ RFI
~ submit RFI

~ Submit response to RFI
~ Submit response to RFI 1
~ Decision
~ Poland

Name Week 45 Week 46 Week 47 Week 48 Week 45 Week 50 Week 51 Week 52 Week 1 Week 2 Week 3 Week 4 Week 5 Week6 Week 7 Week 8 Week S Week 10

The figure below shows an overview of the general timetable and deadlines for authorities and sponsors.

Day 10
Day O Final Validation
Submission deadline

Assessment Phase for Part | and Il

Sponsor is informed about

complete/incomplete CTA
+ sponsor has 10 days to
answer

Health Authority have 5
days to evaluate the
answer from sponsor

5.4 Authorisation

Day 55

Deadline for
Final report
from health

authority to Day 60

sponsor Authorisation

Decision

Sponsor is informed about
guestions from health
authority (RFI) + sponsor
has 12 days to answer RFI

Health Authority have 19
days to evaluate the
answer from sponsor
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The trial must include patients in the member state within 2 years from

Info box:

authorisation date in order to keep the trial authorised in that member state.

In the assessment overview at the “Evaluation” page it is shown which countries have authorised the trial.

Clinical triaks ~ Notices & slorts )  Tosks  Adhocessessments  Annuol safety reporting  Blreports  Inspections
@ Please nota that data and documents provided in the EU Database are subject ta publication rules (Including the
veasion

MSCs
Partl
Part II

Timetable

Part I Disagreements

Part I conclusion

Part I1 conclusion

Decision

ASSESSMENT OVERVIEW

ceptable

Union control

of persona)

data and commercially con

Services Status

MSCs Validation Assessment Part | Assessment Part 11 Decision +An
AU valid Ac Au +
10/202( (04 (0
13
GERMANY Authorised +
(05/11/2020)
. . ” . . . ”
An overview of all documents and the approval date is shown at the end of "full trial information”.
ALL DOCUMENTS
Application
Section I Document type LT Document System e I;|-_
Document Document Document Submission version Landguags Authorisation o
- ¥ Tite I version Il commentll Date 1 1 11 date ) ¥ Download
Part 1 Cover letter (for Cower letter 1 177002022 1.00 English 17100 2022 11T
pubslicaticn )
Part | Prgtecal (for Pratoced for 1 17/01/2022 1.00 English 1rronfan2 MITL
pubilicaticn) publcation
Roles: Test Summanry af Product SmPC - NaCl 1 17/01/2022 1.00 English 17/00/2022 MITIA
Hame:DENUBIL 250 Characteristics 09 - Braun
mg/180 myg soluddn  (SmiPC) (for Melsungen DE
oral publicaticn)
Fast [ Content labelling of Labelling 1 17002022 1.00 English 1702022 IMIT E
the IMPa {for
pubilication)
Fart Compliance with Comipliance 1 17/01/2022 1.00 English 172022 MITL
Regulation (EU) with Reg
2016/67% (for 2006_&679

pubslicaticn)
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6 15 days Notifications after Authorisation

Video on this topic in EMA training module 5:

Training Video: How to manage a CT in the CTIS sponsors workspace — Trial
and recruitment periods notifications

The notification tab can be found in each clinical trial in the sponsor workspace. Sponsors use the
notification tab to inform each member state of important milestones in the clinical trial:

- Start of recruitment

- Start of inclusion

- Temporary halt of the clinical trial

- Temporarily halted clinical trial is resumed
- End of recruitment

- End of inclusion

- End of trial

The deadline for reporting these notifications in CTIS is 15 days. The notifications should be made for each
member state where the clinical trial is approved. The specific country must be selected and then click on
the notification tab you want to enter.

All buttons found in the notification tab will be active once the clinical trial is authorized.

Clinical trials  Notices & alerts @  Clinical study reports  Annual safety reporting RFI  User administration

Full Trial Inf

Trial & Recruitment Periods

Trial Recruitment

Current status Start date Temporary Halt Restart End (or early termination) Start End Restart

<
S

K.

EEA amd Alabat S

Select the specific country where you want to make a notification

Click on the notification tab you want to enter either Start Trial, End Trial, Restart trial, Temporary Halt,
Start recruitment, End recruitment or Restart recruitment.

Examples:
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Start of recruitment notification at the latest 15 days after start:

New start of recruitment notification

Countries
Bulgaria

Is:art of recruitment date* I

Ralated document(s) August 2020 >
 Sun Mon Tue Wed Thu Fi  Sat

26

Choose the country where you want to notify about recruitment start. Enter the date where the
recruitment will start and then click submit.

End of trial notification at the latest 15 days after the trial ended:

New end of trial in ms notification ~

Countries Bulgaria

End of the clinical trial date * 26/08/2020

s

The clinical trial has been early terminated

Anticipated date of summary of results

The submission of this form will end the clinical trial In all EEA countries for which the clinical trial was authorised. It is therefore
required to also submit the anticipated date of summary of results as part of this form

Anticipated date of summary of 01/09/2020
result * g

Partial results

will be submitted at the anticipated date of summary of results

Justification that the results are to be later than 12 months:

v

Justification that the results are to be later than 12 months:

Enter the date where the clinical trial ended according to the protocol or if it was terminated early.
Enter the anticipated date of where the summary of results will be available.

By clicking on the country link you can go to the notification history for that specific country.
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Each time you submit a notification a notice is created on the “notices & alerts” tab.

Clinical trials|| Notices & alerts @ | Clinical study reports  Annual safety reporting RFI  User administration

6/08/2020
tion 1 has submitted a Restart of Recruitment notification ir ablets 500mg

[EZIE3 £nd of Recruitment notification submitted ol svanbic Source n.;n:.u.... ” aus et

Test Organisation 1 has submitted a End of Recruitment notification in
Bulgaria. Notification ID - EoR-0537

Showing 1 - 10 of 24 items 1 of 3 pages 1 2 3 >

7 How to create and submit a Substantial Modification (SM)

Video on this topic in EMA training module 10:

Training Video: How to submit a substantial modification in the CTIS sponsor
workspace

There are three types of changes to a clinical trial:

1. Substantial Modification (SM)
2. Non Substantial Modifications (NSM)
3. 81.9 Non Substantial Modification (81.9 NSM)

Classification of changes to ongoing trials can be found in EMA Q&A Annex |V “Classification of changes to

|II

ongoing clinical tria

All non substantial changes, both CTR’s 81.9 NSM and NSM, do not require an approval before
implementation.

The CTR’s 81.9 NSMs must be updated by sponsor regularly in CTIS during the trial period. These are
changes that are relevant to the member states concerned.

Other NSMs must be updated in CTIS with next SM or latest at end of trial, if no SMs have been submitted
meantime.

To create and submit a substantial modification after the clinical trial has been authorised, users can select
the ‘+ CREATE’ button in the sponsors workspace at the top-right corner of the Clinical Trail page.
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Clinical trials | Notices & alerts @  Annual safety reporting RFI  User administration

N

Single trial subst. odification
Multi trial substas

dification

Trial title Webinar 21 09 2020

)-500275-71-00 RMS:  Austria Non-substantial modification

Additional Msc
Full Trial Information Notifications Trial results Corective measures  Ad Hoc assessments

TRIAL INFORMATION

Sponsor Test Organisation 1 Member states concerned AT - BE
T ic ! ( ez
Trial phase herapeutic exploratory (Phase 11) el e e
Therapeutic area Diseases [C] - Respiratory Tract Diseases [CO8] eI s
Medical device N
‘ 5 2 Population type Healthy Volunteers
IMP

This will enable you to select which type of modification you want to submit:

Single trial substantial modification: to

N
Multi trial substantial modification: to

update information for trials that have the Single trial substantial modification
same investigational medicinal product R E0InE st NS

update information for only one trial.

(IMP) and the same sponsor. In this case it S sxhistaniiol medificailion

is possible to submit a single application

i i Additional MSC
covering several trials. —

Substantial modification scope

If you click on the “Single trial substantial

modification” you will be redirected to a window

Please select

Part | only

k1 oty where you need to enter the scope of the

| Part 1 and Part 11

substantial modification. Thereby you will define
the part which will be modified (Part | and/or I1).

In the “Form” section, cover letter etc. should be uploaded and you can add details about the substantial
modification.
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@ Please note that data and documents provided In the EU Database are subject to publication rules (including the protection of parsonal data and commerdially confidential information), as per Regulation (EU)

Trial title Webinar 21 Substantial modification w: sv 1 [0S
RMS: Aust

MSCs
Substantial modification details

Partl &
Evaluation -
Ti bl
Modification description l
o Add
Supporting information

If you scroll down, the reason for the substantial modification must be added here.

Clinical trials  Notices & alerts @  Annual safety reporting RFI  User administration

Article 81(4)

ntial information), s per Regulatio

al data and commerdaly ¢

@ Piease note that dats and documents provided In the EU Database are subject to publ (including the protection of pers

MSCs
PartI D
0_Modification_Description_Details & ~ & @ ©
Part II
Biietion 1:‘;@ Modifi escription (for publication) - System version 1
ersion 1 - 1 /202
Timetable

Supporting information

Supporting information documents

Substantial modification reason Substantial modification scope

|

L £nd of trial In ms
L End of trial In rea
(7 Globat end of trial
[~ Anticipated date of summaory of results.

[ Unexpected Event Change in B/R

L serious Bresch

[ Urgent Safety Measure

1] 3rd Country Inspectorate Inspection

1 EEA Tnspections.

L chonge of sponsor or sponsor’s legal representative
(w} beyond 2 years.
L Extension to restart trial

[ g

In the “MSCs section” only subject numbers (number of planned trial subject) can be modified.

RFI  User administration

Clinical trials Notices & alerts @ Annual safety reporting

please note that 0ata and documents proviced In the EU Database are subject to publication rules (inciuding the protection of personal data ana commercially confidential information), as per Reguiation (EU) S

Inar 21 09 2020 2020 500275 7100/ Substantial modification - sm 1 [EE0S

N

Member states concerned

Form

Part1 Member states concerned RMS First submissions date Subjects
Part 1t Austria Selected
Evaluation
Belgium 20
Timetable |
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In the “Part | or Part II” section you can upload the relevant documents with changes.

Form Trial specific information (Part I)
MSCs
Trial details "

Part II Trial identifiers >
Eo Ty Trial information >
Timetable

Protocol information v

Clinical trial protocol

Protocol * 7
& Add document |

I_l_Partl CT Protocol & 4 K ® ©

English - Protocel (for publication) - System version 1
- Version 1 - 11/09/2020

o,mmnlsnrart:; s B B ©

English - Protocol (for publication) - System version 1
- Version 1 - 13/09/2020

When all data and documents have been modified and uploaded, click on “Submit”. Then select the parts
of the application you want to submit and click on the “confirm” button.

Submit confirmation

Part I

Part 11 Austria
Part 11 Belgium

In the Summary page you can scroll down and see the status of the substantial modification.
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w Parac Tablets 5

9

OVERALL
TRIAL STATUS

Member State Overall Trial Status First decision date Start of trial End of trial Recruitment start date

BE ol 11/09/2020

APPLICATION AND NON-SUBSTANTIAL MODIFICATION

Type D Parts MSCs Submission date Decision date Reason  Scope  Link
Substantial modificatior SM Part 13/09/2020 13/09/202( 7
L N icaty S| Pt “ -+ + = + INFO
Part 1
Initial 1t Part 1 & Part 1 AT(Authorised 11/09/2020 11/09/2020 - - -
nitia N art | ¢ (Authorised) e
Part 1 & Part 11 BE(Authonsed) & "

8 Create and submit an Annual Safety Report (ASR)

Video on this topic in EMA training module 18:

Training Video: How to create, cancel or clear and submit an Annual Safety
Report

Info box:
Make sure to have the ASR document in PDF prepared.
You also need to have all the relevant information ready (e.g. Investigational
medicinal products, relevant events that occurred, reporting period, etc)
before you start.

To create and submit an Annual Safety Report users can open “the Annual Safety Reporting form” by
clicking on the ‘+New ASR’ button in the sponsor’s workspace.
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Clinical trials Taiad || |5

Clinical trials  Notices & alerts @  Annual safety reporting  RFI User administration

Annual safety reports

m Advanced Sesech >
Search results TR
— ]
An ASR form opens:
Clinical trials uarcr | O | env

Clinical trials  Notices & alerts @  Annual safety reporting  RFI User administration

Submit ASR . varsx oo ([IEEAEN

(e g

Sponsor information

Clinical Trial Detail

ASR Reporting Period details

v Swep4

Supporting Documents and Submit

Fill in the information for the four steps (Sponsor information, Clinical trial details, ASR reporting period
details and supporting documents) and submit on the “Submit” button. The ASR form has to be filled in
and submitted in one go. You need to have all information ready because it cannot be saved.

Step 1: Sponsor information

-

Sponsor II'I"JI"I]cI'I_l..:II
W

Organisation details of the selected sponsor -+

Contact details for ASR submission +

Fill in Organisation details of the selected sponsor and the contact details for the person who is responsible
for the submission and can be contacted with an email address and / or phone number.
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Step 2: Clinical trial details

Search for the Clinical Trial (CT) to which you want to submit an ASR. You search for clinical trials that are
authorised for the selected sponsor organisation and select the trial(s) for which you want to submit an
ASR.

Search for clinical trials

Clinical trial results based on your search criteria

CT for training test Decision date Sponsor
EU CT number 2021-501398-35 20/05/2021 Test organisation

CT for training test Decision date Sponsor
U CT number 4 1/06/2021

EU ( Test organisation

Showing 1 - 2 of 2 items

v Add to ASR |

When the form opens you click on the related IMP or IMP’s for the clinical trial you want to submit an ASR.

Step 3: ASR reporting period details

ASR Reporting Period details

15 this the sponsor's first ASR for any of the IMP{s) selected? Yes (_i No

If yes, indicate which IMPs Paracetamol 500 mg Soluble Tablets

Data beck point ™
ASR reporting period B &
RSI Updated during the reporting pericd Yes No

Substantial modification on R51 submitted and approved during the reporting period Yes No

During the reporting period ASR includes

In this section you need to select and fill in the data lock point (DLP). That is the cut-off date of selecting
data for the ASR. The DLP must be as close as possible to the approval date.

If this is the first ASR in the clinical trial the ASR reporting period starts with the date where the clinical trial
is first authorised and ends with the selected DLP (approximately after one year).

The deadline for submission of ASR is every year 60 calendar days after the DLP.
The following should also be answered:

e Has the RSI (reference safety information) been updated during the reporting period?
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Has a Substantial modification on the RSI been submitted and approved during the reporting

From the drop down menu it is possible to choose what the ASR includes.

Step 4: Supporting documents and submit

Supporting Documents and Submit

ASR Document *

SmPC

(if the SmPC includes RSI and not submitted as part of the ASR document)
Investigator's Brochure

(if the Investigator's Brochure includes RSI and not submitted as part of the

ASR document)

Other

Submit

& Add document

& Add document

& Add document

& Add document

In step 4 you add the ASR report document and you can also add other supporting documents. The ASR

report should be uploaded as a PDF.

Then you can check if all information is valid or anything is missing by using the check button and then you

can submit.

Once submitted you see this page where all the information that was populated will appear.

Clinical trials Annual safety reporting  RFI

Notices & alerts @

ASR-2021-00183

Test organisation
IMP; Parace! 0
Submitted: 11

ASR Submission Assessment

SPONSOR DETAILS
ORGANISATION DETAILS FOR SPONSOR

Test organisation
Dun Karm Street, 2 Fioor, Orange Point Bullding, BKR 9037, Birkirkara, Maita

User administration

€I

11/06/2021

MSC saMs

ASR reporting period
AT, DE 01/04/2020 - 30/04/2021

CONTACT FOR ASR SUBMISSION

Full name test
Test organisation

Dun Karm Street,2 Floor,Orange Point Building,, BKR 9037, Birkirkara, Malta
123123123

testmail@mail.com

9 Summary of Results and Summary for Layperson

The sponsor shall submit a summary of the results of the Clinical Trial. The deadline for uploading the

results in CTIS is 1 year after end of trial.
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The content of the summary of results is set out in Annex IV of the regulation. It shall be accompanied by a
summary written in a manner that is understandable to laypersons. The content of lay person summary of
results is described in Annex V of Regulation.

To submit the summary of results go to Clinical Trial page and search for the clinical trial by entering the
“EU CT number” or use advanced search.

Clinical trials Motices & alerts @ Annual safcly repodtling RFL User adminisiration

Clinical Trials

Trig Agurced Sasrch v

Agmrtial s Adwasue] Seack

Select the trial from the results page and click on the ‘Confirm’ button.

EUCT Land M bir statas Submissien Dacksion
mwmber Trial title SpOnsor Produwct concermed date date
2021-300030- A DE{ Autherised) 03032021 403202
26-00 Triald test Test org Test product GRIawtharted)

1

 Cancel

When the trial is selected a window will show where the “summary of results” and “layperson summary of
results” can be uploaded.

CT for training test

5536 LU

surmmary Full Trinl dnfor maroe Hatfication Trial results Cormective memunes  &d Hoc ssmarm s Unara

SUMMARY OF RESULTS
——

LAY PERSON SUMMARY OF RESULTS -
e—

GLINICAL STUDY REFORTS

Select the “Add document”. Then “Save” and “Submit”.
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Summary of result I Lay person summary of result I

Sigmmary of reuits Lay person summary of results
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10 Changes log

Version 1.0

Version 1.2 Links corrected

Version 1.3 Updated according to comments from users
Version 1.4 updated modifications of Finland, 03.05.2022

Version 1.5 updated modifications of Finland 29.12.2023
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